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IWWOHSE 
Comments by Laur Uf%es ofKl&&ld, 

Citizen Rtitiofi 200 
BY 

PETITIONER: BARBARA VANR~YAN, KIRK 

Purdue Phama’s attomys have sent to the FDA twenty $hre~ pages to expfain, why, in 
their estimation, Citizen Petition 2OOSWV6 should not be d,. The main focus of 
these comme& seems to r&v&e aro& two ~ff~~~~~~c~~~~~ 

1. That thQ pQtitionQr d&s not c&v credible Qle#imce fat the requesrs and uses Qrrcws qf 
fact anddistartfoms Of d&a to saqqmrt the quests. 

It will be shown that :many of Pw&e P-a’s comments selves 8rc based on 
unsubstantiated or oqdatad claims. and that they of fm and 
pempective through selectivity and okiq&,m . Since it rrect each arid 
every misstatement andi distation in or&r to respond to the sub~&mc~ of the c~mmcnts, 
no attempt vu?11 be made to da so. 

2. Ti%at Purdue Pharwui bears no respDnribili@ for advert mtits that occur iftheir 
drug(s) is not used exactly as dtr~c&xi? 

1. RESPONSE TO PfJRDUE PIIAJRMA’S J!t&W0NS l-4 THE PETITIOFd 
SBOutD BE DEWED 

BarbErawan Raoyail 
Kirk Van Rooym, M.D. mw’1 6/19/l% 



There is, however, con@d&t%ble evMrmze of adveqe ef5M.s ammg 

www.qxvabuse.ki.& 

af Purdue-most of 

Sound public heal& p+li arms, causes, and 
mmtibuting factors to drugs lrtgulately 
presctiW, law etioprs, nts, policy m&em, 
AND drag compniey all ‘have Purdue sefmences 
o%yContia a3 “&ely used’ 
presaibed the dtug f& 
found that 40?! of th&? 
clinic petimts and 15 
company was admo 
misleadii because t&y.. .omit.. .crWial tits.. . fiz]. E’or F~~~~ to catnauf?age 

Isarbara van Rocbyatl 
Kirk Win Roeyan, M.D. 6/ 1 P/fls 



A. Purdue states that petit&mm havp n&provided evidmce #at ntiiir and 
PaIldone are neitl+w safe nor efietztive~ 

reamt evidence of 
m to this 

Problem through its sy;st.er+ic and 
have inadequate skills in all aspe@s 
expand the use indica~ons tir the 
addictian ,potcntial [IF]. That this 

&ion of the drug to 
occurrences e eation of its kg:al 
response to Petitioner for what it is: a testimoriy to the Zakrits of the g~2mpany’s attorneys 
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and its &an&d assets~ and a - of its desire to avuid aec 
of the twth about the e&xti,~eness and safety of OxyContin. 

iMy, g@ a reflection 

Purdue also claimed Y$ their response to Petitioner tha$ a C&O 
stated ‘“‘we could not assess the -T&&SNMM.~ 
prescriptions or increased ,av&lability and the 
Purdue conwniently yeas this additional tiit2Mm-t &am the report: “‘However, 
liitations on the divmion data prwww&d’an alit of the relationship 
between the drug WTM abused or 
diver&xQl3]. Thus, the only that 40 
asaennment wkil be &ad& 

qhip, 
qltia is&s, whi& 

increased the chgb a+ailabil e&w for abua@rs 
to obtain the drug f& ilEicit -purpc?ses”‘“[l4j. It is to .assess this part of Purdue 
Pharma’s respond as anyrhing other than SeEserving cox3twtu~ ~~~~a~i~~. 

Purdue Pharma claims that t&e CMabcr~ 2003 O&m& Santixwl se&s of articles was 
fraught with errors and distortions and that the @aper craft conections. in 
September, 2004 the $an Diego U&n ‘Tr&une mn a sarias o 
painkillers, including @cyContjn. l+t I of this Mries yvrts ti 
referring to “a growi@ nur@er of pcopIe who ~~~~~~y 
prescribed by their d+ors .fbr me&&@ rmsms~~i!?& Tlaerol: wwz no corrections run for 
any part of the se&& and there have beerr. a her af similar articIes in 
newspapers across the nation md in the broadc 
aecura&ly represente(I the mark&ng 
questionable long-terra efi5cwy elawd to 
portrayed the exception as the rule in its 
requests. 

BarberaWn Rclaym 
Kirk Van Rooyan, M.D. 
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While guetg IO schwZ io get my dkgree T worked several d~~~~t~~~ r(;, pay the rent and 
schooling‘ Une of theise jobs was as u policeman in the nk%rc~ Rrbzdq, GA area and in 
the line of duty I sustatned two. injures, both to my le$ &tee. Fears lqter .l worked for a 
wholesate cookie compplt)r and sustokdanother 1 
the back of tha truck 1 I alsu workd for 28 years 
beating. Eventually 11 en&$ up &ving $ve les umi two total 
reconstructions. Because of confirMed pain I went to 
ikiiehigon that was higbiy rated Th&stGrted me on 
several &Brent mediaations, in&+&g methadone thez~ put me on Q@C’ontin, I have 
been on l9qCantin nojv for abut 4 % years. The ~maximum dosage t+ot my doctor lllas 
me on was 160 mg., ‘tarad there I pkttea~ed I began to need t&e QxyContin more 

f;esuently. It started out that I could take the dosage qp to Z-,3 hours late with no real 
problems hut now I~I tc&e it even 45 minutes n&hdkawul symptoms 
and they men ‘t Fet& lo seer, My bo& scream I-& not wunt to stay 
on this drug; it is ma&g my @e heik Constant f&i&e. co~~~~~~ to diarhheq short 
term memory losses and then &m me&ctzljotls ;$J cw~~~t that side t$Rk& qf the 
c22ychltin. But get&@ aj qf it & hell in its& A@ * P. Andy I have slcnoly been 
redWing my dosage soi that I am now down to 20=3til mg. ; but even at this low dose I 
experience severe with&awal und Ijust crrnMrrt seem to go.uny tower than this. Never 
would I have goae on :the C&~Conthz in the first place $ft knew it JMW this a&Wing. I 
huve red u lot 0fliter~luYe on tIkcy.wntin, qndin Many offhe de&s thy state multiph9 
medkations in the v&tints .blood sys#em,, Well, qf CWB~ them cz 2Yte dactors @en 
prescribe other me& along w&h c)rycontin and @ugs t@ a&mss~ sidu e@cts of the 
drug wontin. f want my &ye back J only hope thut l do not become another stutistic. 

Wbetber this is a story ,of addhtian ot‘ phys&al is a moot p&t- what 
be debated is that it ,is a @a&z, but very ma& achy to &W &vers eff&As of 
1,egitimatcly pretibed 0xyWti.n w&i& has resulted in a Ii& virtually desxrayed. 

B. Purdue claims that jthe alternatives p by the IWtioner wouid not provide the 
same clinical bene#ts us oxrcbnfin and Palludqne. 

Bsrbwa Van Rc~oyan 
Kirk Van Rooyan, M.D. Pqe 5 6/1!3lOS 
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l?arclne f&o claims that &3@ioller has i 
controlled~release hydriomHnp)ione and ccs 
[tJ,[8J, stat& that thq st@ies -430 meant 80 
controlle&release dosa$e because the study em@loyed .o~~~~~. 

of the immediate-rclti f~~~io~s. However, the 

with IR opioids Bf’E c 
degree mf impact of this ate overstat&i~ especzidly co 
such as MS Contin wciuld still be avtilable, When vi&w& i.n 

:realti from&em-id dormall~on of 

finan& benefit” to Putdue I&rnia. 

If maQ&lGture of an abu!%%dettcrrrent @Nmulation w fruly a pri 
there would in a.~@&$ be no ‘“extensive” down 
curt.is wright (both emp~oyr;es hams) cumntly h&3 B 
for tamper-resistant oml opM.d qgotl, emulations 9at3d:-tk 60 
means aud resources to *gg an abuse-resistant fotmulaticm $0 tube rn~k~ quickly. 

Purdue t&ims that de$&ping an abuse-resismt pain requires enormous 
investment, not only of money but algx~ of time, a& atatas ~liou has thus f&r 
been expcndd in this #velrSpmentt, C%h&Win@ that this ~camt is &pproximatdy 1% 
of one year’s xevemae from 4hytinth alone, it ~baqlly ~~~~~~~~ ‘*an, enormous 
investment”. Purdue atso stms that work on the development 
priority’” since 1996, It is d&%&t to be&eve that in nine years 
been able to do what @ain Therapeutics I& has xi&e in six ~years (a at considerable 
less cogt than $1’50 n$llion.).~ Aooording to C&stine Waft E&n.i+x Mauager of 
Investor Relations, at ‘Pain Therqlxqtics Inc., Remoxy 
OxyContiri) is now in $3 secoad Pha~ -XII clinical. trials. T 
end of 2005, at which time dab WiGbe s@mitt~%o the FDA, 
to Phase III clinical tri+ in six years far less .than %1&W milttim 

Contrary to Xbponden~‘s ar ents in && B. and C., thea there is no nrcxlible evidence 
that favorable .+&ion on this 0fPctitime’s est would mean ‘*saMifi~e of good 
patient cxue...” either with regard to ,lack of comptible tig ~v~l~~li~ or excessive 
time delays. 

Barb&aviul uouym 
Kirk Van Rooyan, M.D. Page 6 6/19/05 



OxyContin is two timeq tie strength of morphine, imd Pillow is 
times sltonger than OxyConzin, indicating 8 
legitimately prescript pain patieqtq Bnd tho@e 
p~evious’ly documentedj recent stud&$ h&W sho 
patentiwl than most &hcr types of opioids. 
OxyContig and Pa&&ok ~edic&o& guidq con& 
to 12 times), and the Paladom guide q&erg to “&al o 

Pwiol3d Institute on 
iMficate that illicit. 
fkim 2002 to 2004 

far these three 
nvolved 49,474 

and Poilrdone to 

While PwduePbarzna cvtly does not include “commc&ace slnd ordinaxy aches and 
pains” a~ moderatc pa& its- inolu&m af ‘“pain tit 
fun&m nomally” m &xkmt~$ is mure tmubling, 
the company’s addition@ ““when a e&i 
an extendti period of’ time’” poticm of its 
appropriately subject tb interpretatiori by medical common sense and 
extensive clinical ex *encc would .aet Ii& most 

,amIgesitc needjusage. 

More gcmane to Pcztiti~ner’s 
deletetious eRkct that P&d& 
bad on s&etching/blur&g the indi&i& bound 

Barbara Van Rooyan 
Kirk bn Raoyan, M.D. 



Respondent also refers $0 the 
in the U.S., and cl&rug th# 
therapy without devel 
pain is probably still ugde 
f-r previous1y felt to 
fear of diiip.linexy 840 
average of 120 physici+ amuaUy wmz sauctioned for opioid 
had associated tiolatiotis (irmm~~ence~ sexual actiuity, etc.). 
that this information till &m.mbly impti 
which calls into qutxt+n Respondent’s asse 

to assess the risk of abim an 
$0 that they mm 
treatment problem is 

many chronic non-mali+r pa@ patimts would bme&t es 
modalities, and ~4th & fewer adverse efFects. 

Overall, then, Respon$tmt: @scribes what “m 
even quasi-imdicai terms what it &g defends 

doesn’t define in 
indicatjons as 

EWbara Van Rooyan : 
KiricWtnRooyan.MD, Page 8 6/l 9/M 



the term 5itLamle~ted~ ity becwse they 
v,e reerlity of-pa& &s 8, rt is true lib& 

medid or ~c~l~~~~~a th8t 41 mmequivocaily 
doament the presence or absence of pa&~ or, if it is prcsw& its sew&y”, but it is 

tmparatim - doc~extt&t.ion prbposed by Petitioner has merit. fn 
substantial co&irmatiq~s rqferenced &wwhere 
absence of tis 
psyohological 
overdose in su 
“documen~tiar$‘- 
of medicine for centuriews 
area and. &stifies PurduePhaxma 

Barb&a Van lRooyan 
Kirk Van Rooyan, M.D. Page 9 6119iu5 



another Wauce af the, s+3&ive focuS t-hat peme&es their 
unconscionable. 

respcanse, but &so 

In light of the 
“‘documented” as * 
those designations more 
misl&gly promote 
selectivity criteria or 
OxyContin and Pall 

mer’s star&ml of 

average risk fmtoms, irmludiIkg me that can be fatal and whi& the company erroneously 
alleges is LLyears” away #immotim 

P&tioner does not criticize FwdwP~s 
impl~mtatiorl. We ilo, however, take issue w@th some 
accornpanyirig conm& in this .se&ioq pa&x&&y t.hS ChQC 
drug abuse, but is, in &wnee, g pas&e pmtieipmt 
poblem nationwide. S-h q ~~&ion. l”lrr view oftha 
idomation provided l$y IWduePh&ma, its 
“shotgun” tm&neut of most rnodcratc pain--shoti-tenm or Ion& and- its i 
response to the problexq of susta&&&ease %vmjde”, is ourt of touch with reality and 
self-effacing. 

IV. SuNlvxARx AND~iCONCLUSXON 

In his nqptive assessment of the oa, Respondenz; has stat4 
failed to identi@ the true nature of problem”‘, th@ their 
‘Would jeopardirz the &&al care of pain sufferms”, 
problem upon which n+ional health poli 
diversion should fr)clJQ,Ta R~spo~dunt~s shown 
in this response to be :ilxsu@&mt -md. us ; it hi not embndied arguments 
based on unbiased, real&k, and thorowh asses~nenr of ~~~~~~ s~i~~c da@ medical 
and ,phamacolagjc fa@s/pCr&ples, or bunxm and s&all p~o~t~~s~ Rather, it has 
consisted largely of seIf+rvingmqm~epregtrntatians of: I 
aspects of the problem 
perspectives as reaso @PurdueRh&imm.’ s 
behavim and respcmsi 

As WC indicated at. the +gia@x~ of t&k rv w&d occq, itimer has provided 
adequate documentation and ~efutatians to reinfarce the rumits of, its four Petition 

Batbara van Rooyan 
KirkVanReoym,M,~. Pa&3 10 6/19/05 



2. PurduePharma’s marke%ing oft&se drugs IB+ 
pons~ble--misl&ding physi+ians &out risks.an 
who sre inadeqjately &lled in ipain managgmen 
expanded the usp af @ryConti~in the pam 
&j.g the risk pote?tial ofthc drug 

3. Despite eff&& by the FDA to induce vohmtq in its marketing 
behavior, Purd~Pharma’s response has Beck inad~w&e both in terms of actual 
focus and ackn~led~ent of&hicaI /social a~~b~~. 

5. PurduePhaxma ihas I 
A5soo- iation fix tbe 
st;padaxds’” of ~accurate di 
promoting pain as a “disease 
Palladone. i 

i&es of the Inttznatianal 

6. when challenge s mientific, marketini2 and dives, Purdue 
Phama has in irmumdo, g, and legal 
gynmastios incat& of respondiqg in a professional md ~~~o~ mawer. 

Taken a;s a whole, thesa tru&s ernphat&&iy demonstrate that *’ nd part ofthe 
solution, you’re part of,ZJe p&em”, Eurher; they verify t&t requests to the 

Wounded but ,&at* given Pqrdue c wnduct, they are the 
; if the human, economic+ aad dgmqe irrflicted by 

OxyContb, nrrrejltliy id consitible excess of its be~.~t&s~ is to ‘be halted. 

Barbar Van Rooyan 
Kifk Van lbcqm, MD. 
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